BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT 
ACTIVITIES DURING THE REGULATORY REVIEW PERIOD 
FOR GEODON CAPSULES (ZIPRASIDONE HYDROCHLORIDE MONOHYDRATE) 



Best Available Copy 

(For explanation of abbreviations, see last page) 



| DATE 


ACTIVITY 


COMMEX'TS 


4/2/90 


Submission to FDA 


IND for ZELDOX Oral (IND-34,629); IB (version 3/90); New Protocol 
(#128-001:001-501), New Investigator; Mfg. submission; Preclinical. Reports 


4/9/90 


Correspondence from FDA 


Assigning IND 34-629 


8/10/90 


Submission to FDA 


New Protocol (#002-501); New Investigator 


9/21/90 


Submission to FDA 


(#001-501); Clinician CV (Gerber); Mfg. submission 


11/1/90 


Submission to FDA 


New Protocol (#004-503), New Investigator; Mfg. submission. 


1 1/7/90 


Correspondence from FDA 


Requests and suggestions with regard to Pharmacology & MfgVControl 


1 1/30/90 


Submission to FDA 


Protocol Amendment (#002);Mfg. submission. 


1/11/91 


Submission to FDA 


Response to 1 1/7/90 Letter (Leber) 1 1/29 Telcon 1 1/30 Fax (DeGenraeV re 

: Exclude WCBP until success with segment I/II studies; conduction parameters for 

preclinical. Studies; Preclinical, per Div. Request 


3/18/91 


Submission to FDA 


New protocol (#005-501), New Investigator 

r \ /> P 


4/2/91 


Submission to FDA 


CMC Response amendment re: 1/1 1/91 submission, 1 1/7/90 Letter 


4/29/91 


Submission to FDA 


Annual Progress Report 


5/21/91 


Submission to FDA 


Monthly Report (ProtJlOl), Generic Label, Blister Pack 101:505; 
Synopses 128-00^/004/005; Mfg. Submission; Preclinical, reports 


6/28/91 


Submission to FDA 


New Protocol, New Investigator (#101-507; 101-508) 


7/30/91 


Submission to FDA 


Investigator's Brochure (version 6/91) 


8/7/91 


Submission to FDA 


Monthly ReDOrt (21 CFR 312 30 and 312 31 V Protocol Amendment (#\ OH 
New Investigators (101-506/509/510); Mfg. submission. 


9/19/91 


Submission to FDA 


New Protocol f#006-599V New Investigator* Mfe submission 


1 1/4/91 


Submission to FDA 


Protocol Amendment (#101) 


1 1/21/91 


Submission to FDA 


New Protocol f#00R-*^l W Npw TnvpsHositn?" 
Letter Of authorization fWone 1 ) for 1 lC-Raclonride 


1/21/92 


Submission to FDA 


New Protocol (# 102-5 13^ New Investigator* Clinician's CV (Kn\ 


3/3/92 


Submission to FDA 


Protocol amendment (#102); Mfg. submission 


4/2/92 


Submission to FDA 


Protocol amendment (#101-510) 


4/6/92 


Submission to FDA 


New Protocol (#007-515), New Investigator 


5/8/92 


Submission to FDA 


Monthlv Renort (1\ CFR 3 12 30 and % )7 1 1Y N^w Tnvpstiaator f#in?-S19Y 
Final report (#004); Mfg. submission. 


5/20/92 


Submission to FDA 


New Protocol, New Investigator (#104-518); Generic Labels; 
Clinician's CV (Chandler) 


6/22/92 


Submission to FDA 


Monthly Report (21 CFR 3 12.30) Corrected copy of Prot. #104; 
New Investigators (#104-517/520/528/529) 


6/26/92 


Submission to FDA 


New Protocol (#009-532), New Investigator; Generic Labels 


7/13/92 


Submission to FDA 


Annual Progress Report (2/92) 


7/22/92 


Submission to FDA 


Monthly Report (21 CFR 3 12.30) New Investigators (#104-516/523); 
change in FDA 1572 Form 


7/31/92 


Submission to FDA 


Protocol amendment (#104) 


8/13/92 


Submission to FDA 


Monthly Report (21 CFR 3 12.30): New Investigators 
(#104-521/522/524/526/527/530/531) 


8/17/92 


Submission to FDA 


New Protocol (#105-534), New Investigator 


8/19/92 


Submission to FDA 


New Protocol (#01 1-599), New Investigator; Mfg. submission. 


9/14/92 


Submission to FDA 


Monthly Report (21 CFR 3 12.30): Amended Protocol (#102); New Investigator 
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(#104-51^V Protornl AmpnHmpnt (\A ^ 1 


9/17/92 


Submission to FDA 


iiivcaiigaLui a oiuLiiurc nuucnuuin i ^version y/ yj. ) 


10/6/92 


Submission to FDA 


rvaiigc iiiiuui^, btuuicb in rdib oc mice, aose rationale tor carcinogenicity studies (data 

summaries V #92-720- 1 S 92-720-1R 09-790- \& 09 79fi io- PmnncpH anH ct-m^or^ 
juiiuiioi ivay. TT?£. i u, 7i f^vio, 7^.-/^v/-io, 7Z-/zu-iy, rToposeu and sianuaru 

protocol for the oncogenicity studies 


10/9/92 


Submission to FDA 


Monthlv ReDOft (2\ CFR 119 30V AmpnoVH PrntrtrnI fUC\C\QXr 1 fKV \Ip\i/ 

Investigators (# 1 04-5 1 9/525) 


11/13/92 


Submission to FDA 


Monthlv Report (2 1 CFR 312 30 and 312 3 n New Invpstiantors 
(#104-535/536/537/538) Preclinical. Reports (91094/95, 92-720-1 1) 


1 1/20/92 


Submission to FDA 


Protocol Amendment (#102) 


1 1/25/92 


Submission to FDA 


New Protocol f#013^ New Investigator f#01 T-Sfln 


12/14/92 


Submission to FDA 


New ProtocoH#0 1 0") New Investigator f#010-5QQV PrpHinira I Rpnnrtc 


12/23/92 


Submission to FDA 


Monthlv ReDort f21 CFR 312 30 and 319 3H Npw TnvpstiontnWaifn 
Mfg. Submission. 


1/18/93 


Submission to FDA 


New Protocol (#104E-523), New Investigator 


1/22/93 


Submission to FDA 


New Protocol ( # 1 061 New Investigators (# 1 06- 5 3 Q/54 1 1 


2/11/93 


Submission to FDA 


Monthly Report (21 CFR 3 12.30), Investigator Letter Re: PT death; 
Protocol Amendment (#105) 


2/25/93 


Submission to FDA 


Protocol Ampnrlmpnt f#01 l^• Npw TnvActioatnrc ^/107S/K/^0\ 


3/2/93 


Submission to FDA 


Protocol Amendment (#102) 


3/24/93 


Submission to FDA 

kJ Ul/llllo3 1U11 l\J I L//V 


ivioniniy ivepon yzi crrv j iz.jv). New investigators IUo-j4z04o/352/353) 


4/1/93 


Submission to FT"*)A 


iinu oareiy rvepon, Aaverse event {& iU4j, example Letter to Investigators 


4/20/93 


CorresnonHenrp frntn FDA 

V/Ul ibj^UUUWllLv 11 Will 1 L/rt 


D p • /O^ HT^lAOnn fT-f/^CCOlM^ t*a* /^*/-\rvi ] Ctt dlA Chilian- P lAnKnwiuum ill-- D n. . „ 

rvc. t/o/yj leiecon jriossainj re. compietea ouiaies. tsiopnarmaceutic Reviewer s 
Comments/Recommendations 


4/29/93 


Submission to FDA 


Monthly Report (21 CFR 312.30): Protocol Amendment (#120), Generic Label; 
rsew invesugaiors, ivevisea id/z rorms ^f? iu4c-jzo, iUo-j4^/!)44/!>4//j4y/55l; 
1 04-5 10/599 104F-591^ 


5/5/93 


Submission to FDA 


muiiuiiy ivcpuri ^zi ^riv j iz.jwj incw invesugaiors, cnanges ui rUA o // rorms 
C104E-537 106E-549* 101-506/510 104-53H 


6/22/93 


Submission to FDA 


Annual Pro<yrp*!<i Rpnort 


7/9/93 


Submission to FDA 


Response to 4/20/93 Letter Re: Protocols 006/01 1/013 


7/9/93 


Submission to FDA 


iviuiiuiiy ivcpon ^zi v^rivjiz.ju^ iNew invesugaiors, ^?riU4c-j i j/j lo/jzy, luo- 
509/555/556, 106E-55 1/553); IB (version 6/93 Addendum 2); Letters re: Export 
Waiver fNiffhtineale A. T imolH 


7/19/93 


Submission to FDA 


New Protocol T#01 5-557^ Pharmacoloov/ToYiroloov Rp^noncp 


7/20/93 


Submission to FDA 


New Protocol New Investigator ^#01 6-560^ 

J'Vn M. 1VIWV/1, 1 ^ V tT 111 VWJllgulvI Irrw 1U Jvvl 


7/28/93 


Correspondence from FDA 


Re* ExDOrt AVaiver* Authorization to <ihir> Hmo to Tannn^ 


8/11/93 


Submission to FDA 


New Protocol New Investigator ^#014-560^ Mfo snhmission 


8/12/93 


Submission to FDA 


OCF Guidelines for inclusion of WCRP* New Protorol New Invpstioqtor ^lOQ-SAd^ 
Protocol Amendments (#015/ 104/1 04E/ 106/1 06E) Mfe Subm Preclin Rots 


9/1/93 


Submission to FDA 


Monthly Report (21 CFR 312.30 and 3 12.31) New Protocol, New Investigators, 
Protocol Amendment (#106E-542/552; 104-513/527/529/53 1/536) 


9/7/93 


Correspondence from FDA 


Re: 8/93 Telcon & 7/20/93 Subm. Comments re Prot. 016 and Inclusion of WCBP 


10/1/93 


Submission to FDA 


Protocol Amendment (#015) 


10/8/93 


Submission to FDA 


Investigator's Brochure (version 9/93) Addendum 3 


10/26/93 


Submission to FDA 


Protocol Amendments (#106 & 106E) 


10/29/93 


Submission to FDA 


Protocol Amendment (#016); Mfg. Subm. 


1 1/09/93 


Submission to FDA 


New Protocols, New Investigators (#109E-572; 1 10-500/537) 


11/18/93 


Submission to FDA 


Monthly Report (21 CFR 3 12.30) New Protocols, New Investigators, Changes to 
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FDA Form 1572, Amendments (#109-520/562/565/566/567/568/570/572, 1 10-540- 
016-560 MOD) 


1 1/30/93 


^nhmissinn tn FDA 


iNew rroiocois (ffuio/uiy/uzu; New investigators (#018-5005, 019-501, 020-5003) 


12/9/93 


Siihmissinn tn FOA 


iNew rroiocois ^ffUzi/uzz/uzj/U24j New Investigators (#021/022/023-599, 024-502) 

\J[\0 ^iihmiccinn 

lVilg. hJUCllllOOlUIl. 


1/12/94 


Submission to FDA 


Protnrnl AmpnHmpnt (U \ \ C\\ Chnnat* tr\ 1 ^70 


1/21/94 


Submission to FDA 


cnu ui rna^e n ivnu rKg.. v^iin./rTeciin. oummary, core otudy Kpts. ror Protocols 
#101/104/106; 


2/14/94 


Submission to FDA 


Monthly Report (21 CFR 3 12.30 and 3 12.3 1) New Investigators (#015-5002, 
iuocojjj iNew rroiocois \jt ivy t^/jzv/jo^/joo) Changes to 1572 (#104E-5.)7MOD) 

Mff? Suhmissinn PrprlinirJil R pnnrtc 


3/7/94 


Submission to FDA 


Monthly Report (21 CFR 3 12.30) New Investigators (#106E-509/556) 


3/21/94 


Submission to FDA 


Annual Progress Report 


4/1/94 


Siihrnissinrt tn PHA 


New investigator \jt 1 1 10 15 ) 


4/11/94 


Correspondence from FDA 


Re: Inclusion of WCBP to Clinical Studies 


H/ 1 Of 7*+ 


ouumission 10 ru/\ 


Monthly Report (21 CFR 312.30 and 312.31) New Investigators, Changes to 1572 
Forms (#109E-568; 010-599, 104-531, 106/106E-539 MODS), Mfg. Submission 

Prnt #111 f\ar\e±r\f* I oUol 

rroi.ff iii vjenenc L.aoei 


5/2/94 


^tilMTiiccinri tf\ I*r\A 


rroiocoi Ajnenament {wwon,) unange to 1572 


5/20/94 


Submission to FDA 


Protocols #1 14 & 1 15 for Div. Rev.; End Phase II Mtg. Minutes 
iNew rroiocoi, Mew investigator (#ui /-jUU->); 
ruDiicaiions io suppon raaioiaueueu siuuy 


6/9/94 


Suhmissinn tn FDA 


invcsiigaiors orocnure ^version o/y^ ) 

New Prntnrnl Npw Fnvpctioatnr ^^09*7.^1 A*\ 


6/17/94 


Submission to FDA 


ivbapunac iu *t/ 1 i/7H rvc. f uaiiiiacuiugy/v_-iuiitai L^cveiopmeni, iixaiTipie IL^r, 
Change to 1572 (#017 MOD) 


6/28/94 


Submission to FDA 


Monthly Report (21 CFR 312.30) New Investigators (#106E-540/550, 1 1 1-574) 


6/29/94 


f^nrrpcnnnHprtrp frnm PDA 

V^UI 1 Cop VllUvllLrC LI Ulll r JL^/V 


ivc. j/zmy* cnu or rnAoc n Mtg., 

\^uiiuiicill^£\.CCUilUIlCIlUaLlUllo IC r Ildl IllaCUlOgy/ 1 OXICOIOgy 


7/7/94 


Corresnondence frnm FDA 

VUI 1 v Jl/UllUvttvV livlll 1 MS i\. 


raA. v^uiiinicnib re iviuuipie VwOmpaiison rroceaure m rrots izo-i m/ 1 1 j, I jv-iu3 


7/8/94 


Submission tn FDA 


new riuiucui, iicw invcdiigaior ^ffiuo'jouj 


7/20/94 


Submission to FDA 


XIpw Prntnrnl Mpw Tnvpctioatnr (iMY)^ ^(\\\ 
1>CW riUlUL-UI, 1NCW iilVcbllgalOr ^frUZj-JUl ) 


8/1/94 


Submission to FDA 


XIpw Prntnrnl c Mau; Tnvpetifrcitnr /iil 14/1 1 ^ 11/1 ^fi7\ 

iNew r^ruiocuia, incw invcsiigaior {ft i ih/ i i j, l hoo / j 


8/19/94 


Submission to FDA 


ivioiiuiiy ivcpon ^zi v^r iv j iz.ju anu j iz.j i ^ iNew investigators {jt iuo- 
534/536/541/567/574/575/578/579/581/582/585/587/589/597/598/605/606/609, 

1 14-5871 1 1 Changes to 1 575 Forms /"MODSI Mfff ^nhm Prprlin Rpnnrtc 


8/26/94 


Submission to FDA 


New Protocol New Investigator f #02 9-5991 


8/31/94 


Submission to FDA 


New Protocol, New Investigator (#1 16-574) 


9/20/94 


Submission to FDA 


Chanaes tn 1 57? ftflOJO 


9/21/94 


Submission to FDA 


New Protocol, New Investigator (#026-608) 


10/3/94 


Submission to FDA 


Resoonse to 7/7/94 Reouest for an anoroach to control familv-wise error rate 


10/18/94 


Submission to FDA 


New Protocol, New Investigator (#1 17-669) 


10/21/94 


Submission to FDA 


Monthly Report (21 CFR 3 12.30 and 3 12.3 1) New Investigators (#108, 1 14, 1 1 5), 
Mfg. Submission. (#108 and 1 15); Generic Labels 


10/26/94 


Submission to FDA 


Changes to 1572 (#114) 


1 1/4/94 


Submission to FDA 


Changes to 1572 (#115) 


1 1/28/94 


Submission to FDA 


Monthly Report (21 CFR 3 12.30) New Investigators, New Protocol (1 16B) 
#026/108/1 14/1 15/1 16B/1 17) Changes to 1572 Forms (6) 
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- 12/1/94 


Submission to FDA 


New Protocol New Investigator ^#098-60^ 


12/19/94 


Submission to FDA 


Investigator's Brochure (version 1 1/94) 


12/22/94 


Submission to FDA 


Protocol Amendment f#105O 


12/23/94 


Submission to FDA 


SafetV Renort* Phatm /Toy Infn rp* 9 vr rhrnmV miVo 
wu&vkjr ivvpui i. i iicuiii./ 1 uAi iinu ic, ^ yr. LiiruriiG mice 


1/11/95 


Submission to FDA 


New Protocol New Investigator ^#0^9-^7^ 


1/12/95 


Submission to FDA 


kjaiwijr iwpun. \-/usci vaiiuu uuiiug cvaiuaiioii or 130011 reprouuciive stuoy 111 
(Teratology) 


1/16/95 


Submission to FDA 


Protocol XXX for Div Rev 

l I V/lV/wvl AAA 1UI 1_X 1 V . IXC V . 


1/25/95 


Submission to FDA 


Investigator's Brochure Addendum (version 1/95) 


1/31/95 


Submission to FDA 


iviununy rvepon \zi LrK jizju ana j lz.31) New Investigators 
(#108/1 14/1 15/1 16B/1 17); Changes to 1572 Forms; Mfg. Submission. 


2/6/95 


Suhmissinn to ROA 


Prntrvrrvl A m on Am ante i44\ 1 C/l 1 £D\ 

rruiocoi /unenamenis \tf i lj/i iod) 


2/14/95 


Submission to FDA 


incw rroiocoi, iNew investigators low); Protocol Amendment (#108) 


2/17/95 


Snhmission tn FDA 


rroiocoi /\menarneni 1 1 / j 


2/21/95 


Submission tn FDA 


ivioniniy rvepon ^zi trK jiz.juj New investigators (#108/ 1 14/1 15/1 16B) Changes 
to FDA 1572 Form (#1 14-658); Protocol 108 Generic Lab 


3/14/95 


Si lbmiQcinn tn FDA 


Mommy Kepon ^zi urK Jlz.iU) New Investigators (#115/1 16B/1 17); Changes to 

1 ^79 Forms 


4/10/95 


Submission to FDA 


iviunuuy rvepun ^riv j lz.ju; iNew invesugaiors \jt 1 14/ i id/i lob/l l /); Changes 
to 1572 Forms 


4/11/95 


Submission to FDA 


Safety Report; not considered "serious" AR (Polish PT w/grand mal seizure) 


4/18/95 


Submission to FDA 


Protornl AmpnHmpnt (H \ 1 D 


4/20/95 


CorresDondence from FDA 


ivcqucbi lur nice ung to uiscuss protocol uesign issues 


5/12/95 


Submission tn FDA 


iviontniy ivepon ^zi crtv j iz.ju ana J lz.j 1 ) New investigators (#1 14/1 1 6B/1 1 7); 
Changes to 1572 Forms; Mfg. Submission. 


5/16/95 


Submission to FDA 


Annual PrAfrrpcc Donnrt ( \ /O ^ "\ • Dro^l \ t\ \ r* r\\ CnkmitifiAn 

/Ajuiudi rrogress ivepon ^i/yjj, rreciimcai. ouomission. 


5/17/95 


Submission to FDA 


iNew rroiocoi, iNew invesiigator ^ffi io-/Ujj 


5/30/95 


Submission to FDA 


New Protocol, New Investigator (#108E-534) 


6/9/9 S 


Siihtniccinn tn FT^A 
OUUIIUaMUIl IU r Lsr\ 


Montnly Keport (21 CrR 312.30 ana 312.31); New Investigators (#1 15/1 16B/1 17) 
Changes to 1572 Forms (#026, 1 14); Mfg. Subm., Preclin. Submission. 


6/16/9S 


Snbmiccinn tn PHA 


Request for a meeting 


6/2 V9S 


Si ihnriiccinn tn T*T*\A 


Investigator's Brochure Addendum 2 (version 6/95) 


6/29/95 


Snhmiccinn tn FT^A 


rroposai ior oriei, bummary lype otudy Kpts. (Draft otuay 014); 
ivcSK L/Opy naraeman 


7/27/95 


Correspondence from FDA 


Request to have detailed written response to 7/7/94 letter 


8/1/95 


Submission to FDA 


Monthly Report (21 CFR312.30 and 312.31) New Investigators 

^ff iuo/iuot/1 14/1 lj/i loo/I l //l lo) Changes to 15/2 rorms; Preclin. bubm. 


8/1 1 /OS 

Of I 1/ 7 J 


Siihmiccinn tf\ T*T*iA 


Kesponse to uiv. comments ot //I //yj; 

LTaix r roiocoi /Mnenameni ror ff 1 1 *f ior tve view 


8/25/95 


Submission to FDA 


Man/ Prntrirnl Mpu/ \ n\ f act i ant nr ^ff^'^^_7^^^ 


9/5/95 


Submission to FDA 


New Protocol, New Investigator (#035-599) 


9/19/95 


Submission to FDA 


New Protocol, New Investigator (3036-5005); Amended Protocol (#1 16B) 


9/29/95 


Submission to FDA 


Monthly Report (21 CFR 3 12.30 and 3 12.3 1) New Investigators 
(#108/108E/1 14/1 15/1 16B/1 17/1 18); Changes to 1572 Forms; Mfg. Subm.; 
Preclin. Drug Metabolism Reports 


10/20/95 


Submission to FDA 


New Protocol, New Investigator (#034-501); Protocol Amendment (#117) 


10/26/95 


Submission to FDA 


Mfg. Submission 


10/30/95 


Submission to FDA 


New IND for Intramuscular Formulation 


1 1/3/95 


Submission to FDA 


Investigator's Brochure (version 10/95) 
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-11/30/95 


Submission to FDA 


Monthly Renort (21 CFR 3 12 30 and* 3 12 31V New Investigators 
(#108/1 15/1 16B/1 17/1 18); Changes to 1572 Forms; Mfg. Submission. 


1/12/96 


Submission to FDA 


Investigator's Brochure Addendum (Version 12/9^1 


1/16/96 


Submission to FDA 


New Protocol (#122) 


1/24/96 


Submission to FDA 


Monthlv Renort f2 1 CFR 319 30V Npw Tnvpstiaatnrc f#fnfi/1 HSF/1 1 ^/1 1AR/1 1 ft\ 
Protocol Amendments (#026/108/1 14/1 15/1 16B/1 17) 


2/1/96 


Submission to FDA 


Preclinical Submission 


2/5/96 


Submission to FDA 


Request for copies of 1/16/96 Submission to both INDs (2 desk copies) 


2/16/96 


Suhmii«;ifin to FDA 


ivng. ouurnibbiun 


3/5/96 


Suhmis^ion tn FDA 


iviunuiiy ivepon vz 1 v^riv j iz.ju ana j izj i j, New investigators {ft lUo/ lUoh/ 115) 
Protocol Amendments f#0fiR/l 06/ 1 OR/ 1 ORF/1 Id/1 1^/1 17V Pr#»nlin CnUm 

nuiubui rviiiciiuiilClllo \rr\j\jof i\j\jf lvO/ luOC/ 1 1*+/ 1 1.5/1 lOD/ 1 1 / J, rieClin. jUDlTl. 


3/15/96 


Submission to FDA 


Resnnnsp * ^amnlp ^iihormin (Acre* f*¥*»nH*»r J? ar»<»\ T^Knloti/Mic jPt AnoK/r^o 

rvca^unac. ooiiipic juugiuup ^/\gc, vjcuucr, ivaccj i auuiauons oc Analyses ror 
Review & Comment f2 desk conieO 


3/20/96 


Submission to FDA 


New Protocols, New Investigators (#040-599/043-599) 


4/2/96 


Submission to FDA 


Monthlv Renort (1 1 CFR "VI 9 30 anH 3 1 9 Npw Tnvpctioatnrc (U 1 Oft/l l <;/i l arS 
Protocol Amendments C#108/108E/1 14/1 1 VI lfift/1 17V Dnintiles PRO for 10R 
108E Studies; 4 Preclinical. Reports 


4/8/96 


Submission to FDA 


Pre-NDA Meeting Pkg; (2 desk copies) 


4/19/96 


Submission to FDA 


Protocol Amendment (#040) 


4/24/96 


Submission to FDA 


Protocol Amendment (# 1 22 "1 


5/1/96 


Submission to FDA 


New Protocol New Investigator ^#041-748^ 


5/6/96 


Submission to FDA 


Monthly Report (21 CFR 312.30) New Investigators (#108E/1 15/1 16B/122); 
Chanees to 1572 Forms* Generic I ahel for U\01 


5/9/96 


Facsimile from FDA 


Guide lines/Temrjlates of desired data disnlavs for thf* NO A 


5/10/96 


Submission to FDA 


Tumor Data from Rat & Mouse in electronic form; (desk copy/diskettes) 


5/23/96 


Submission to FDA 


Mpw Protnrnl "Wpw Tnvpctioatnr (■&(\'\QJlAf\\ 
new riuiutui, new iiivcallgaLLil \tt\jjy m 


5/31/96 


Submission to FDA 


Monthly Report (21 CFR 312.30 and 312.31); New Investigators (#1 16B/122); 

Prntornl AmpnHmpntc (& 1 fifiF/1 HR/1 1 4/1 1^/1 l^R/1 1*7/1 1 QY \Afn CnKm 
ri UlUCUl rVillCllLUIlCIlLo ^rr 1 UOC/ 1 wo/ 1 UoL/ 1 1 *+/ 1 1 J/ 1 1 OD/ 1 1 //I loj, IVlIg. oUDm. 


5/31/96 


Submission to FDA 


Annual Protrrp^Q Rpnnrt (0IQfC\ 


6/6/96 


Submission to FDA 


Pre-NDA Meeting Minutes (4/25/96); Request for Laughren's Templates of Safety 

i auica oc iui i^ivibiun a ivicciing lviinuicb ^ucsk. copy^ 


6/12/96 


Fax from FDA 


Laughren's Safety Table Templates 




OUUUllDolUll l\j i LJr\ 


ivequesi ror tveview ana Lommeni re. rroposea Uaia uispiay ^rauent riowsneet); 
desk copy 


\Jl i,Jt 7U 


OUUIIllOOlUll IU rL/A 


mommy ivepon \ v^rivjiz.juj, iNew investigators yn iuo/1 iodj, i^nanges to id /z 
Forms 


\Jl £* f 1 7U 


Viinmiccfnn tr% FT*) A 
3UUII115MUI1 IV rUr\. 


Matt/ Df a /\t , /\/«/\1 XJatii TnifactirtotAr / 44f\A A "7/4 A \ • \ X-fV. Cukmipcmn 

incw rroiocoi, i\ew invesugaior \jt\)HH- Mig. ouomission. 


7/7/Qfi 

/ / £.1 7U 




ouDmission or rreierreu {&sil,]J\ja.) oc Alternate {uiujlhjin ) i racename to luck 
Labeling & Nomenclature Committee; (desk copy) 




Far«imil#» frr\m FT^A 
i aisoiiiiiic iiuiij run 


^ornrrienis re rroposea uaia uispiay ^ratieni riowsneet sent on o/zj/voj, iNeea an 
collected lab data included in these displays. 


7/10/96 


Correspondence from FDA 


Copy of meeting minutes from 5/20/96 meeting 


7/19/96 


Submission to FDA 


Monthly Report (21 CFR 3 12.30 and 3 12.3 1) New Protocol (#047), New 
Investigators (#047/108E), Amendments (#108/1 14/1 15/1 16B/1 17); Preclin. report 


7/26/96 


Submission to FDA 


Protocol Amendment (#108E) 


8/06/96 


Submission to FDA 


Request for Waiver of Submission of Hardcopy CRF & Tabulation for the NDA; desk 
copy 


8/13/96 


Submission to FDA 


Response: Additional copies of Pre-NDA Mtg. Pkg. (filed 4/8/96) to Dr. Bajewa 
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-8/13/96 


Submission to FDA 


Safety Report: Death of a Pt in a non-IND Study; Preliminary review of the incidence 
of cardiovascular & unexnlained deaths 


8/16/96 


Submission to FDA 


Monthly Report (21 CFR 3 12.30) New Protocol (#045), New Investigators 
(#045/1 08/ 108E) Amendments (#026/039/108/1 1 VI 16R/1 17^ 


8/21/96 


Correspondence from FDA 


Request to submit case reports for 13 deaths reported in the Annual Report 


8/29/96 


Submission to FDA 


Protocol Amendment (#115) 


9/3/96 


Submission to FDA 




9/4/96 


^ithmiQQinn tn FHA 


mew rroiocois ^ffu^o, iwyj, iNew investigators ^ffU4o/U4y) 


9/4/96 


Facsimile from FDA 


Labeling and Nomenclature committee approval of the proposed trade names 

Z^CiLUUA dilU UEUUUIN 


9/18/96 


^nhmic^inn to FDA 


rvesponse. s\aaiuonai lniorrnauon re i j suoject ueatns summarized in AK (_>/j l/Vo); 
desk copy 


9/30/96 


ouuiiii j3iiMi wj run 


lviontniy tvepon jzi urtv j iz.ju ana ^ iz.j i j, investigator s brocnure (version v/Vo) 

INCW lllVCMlgalUIa ^rrUZO/UjU/ 1 IDDj /\ulcnujncniS ^ffUZO/ 11/oC/ 1 1 J/ 1 lOD/ 1 1 / ), 

Metabolism Reoort 


10/23/96 


Submission to FDA 


re Subm. 8/13/96; Mortality rate to be provided at the time of NDA submission 


10/30/96 


Submission to FDA 


Pre-NDA Mtg. Pkg. - CMC; Mtg. set for 1 1/25/96 to seek Division input on proposed 
strategies to address CMC issues 








10/31/96 


Submission to FDA 


Monthly Report (21 CFR 312.30 and 312.31); New Investigator (#1 16B); 
/\menumenis \jt 1 uo/ iiioc/ 113/11 od/ 1 1 // 1 zz j, rreenn. oc Mig. Keports 


1 1/04/96 


Submission to FDA 


Protocol Amendment (#045); Mfg. Report 


11/10 /QA 

i if iz/yo 


ouomission to rUA 


New Protocol, New investigator (#042-749) 


11/15/96 


Correspondence from FDA 


Draft guidance document to be used for the clinical safety review of NDA 
submissions; 

(Reviewer Guidance for conducting a Clinical Safety Review of a new product 
application and preparing a report on the review 


11/1 S/QA 

1 1/ 1 0/7O 


oUumission 10 ru/\ 


Response: Sample efficacy and safety datasets on diskette with hardcopy of SAS 
corneals proceuure cc vanaoie names, ^aesK copyj 


12/5/96 


ouuiiiio oiuii iu rL/rt 


Month lv R pnnrt O 1 PFP 1 1 0 Id anH 710 1 1 ^* M<»\i/ In \it*ctiao tnr (U 1 ftQPV 

ivioniniy ivepon ^zi v^rtx jiz.ju ana o iz.j i j, New investigator ^ffiUocj, 
AmenrlmpnK (#1 ftfi/10fiF/l flRF/1 16R/1 17^* Prprlin Rpnnrt 

/VlllCIlUlIlCUlo \n l\J\jl IV/Ud/ iUOC/ 1 lOD/ I I / ) y rlCCllil. IvCpon. 


12/10/96 


Submission to FDA 


AHv#*T*^P Fvpnt" f^r^noPTiital nHrirtrmsiHtv in a n#»nnatp wVioca mnthpr \i/ac pyhacpH tr* o 
nuvvloC £jVCIH. V^UIIgCUllal aUUUnilallLy III a UCUIlaLC wnUbC IllUlilCl Wdo CXpOSeu lO a 

single dose 


1/14/97 


Submission to FDA 


Minutes of CMC Pre-NDA Mte CI 1/25/96^ & Teleconference H 2/5/96 V 2 desk 
copies 


1/16/97 


Submission to FDA 


Confirm NDA number NDA-20-825 


1/30/97 


Submission to FDA 


Monthly Report (21 CFR 3 12 30V Amendments (#048/108/1 08E/1 15/1 16B/1 17) 


2/05/97 


Submission to FDA 


ResDonse* Prooosal for NDA ECG Data Presentation* fdesk codv) 


2/10/97 


Submission to FDA 


New Protocols (#125 IM & 127E IM); 


2/12/97 


Submission to FDA 

uUvlilltfJIvil frW A. 


New Protocol New Investigator f#0*50-74RV Mfa Renort 


2/13/97 


Submission to FDA 


New Protocol, New Investigator (#126-669) 


3/03/97 


Submission to FDA 


Mfg. Report 


3/7/97 


Facsimile from FDA 


Memo regarding review of sample QT Table proposed for NDA Submission and 
request for comment 


3/17/97 


Submission to FDA 


Initial NDA-ZELDOX to FDA (Letter dated 3/18/97) 


4/11/97 


Submission to FDA 


Response to Query 1 : ECG Data for review (desk copy & diskette) 


5/2/97 


Submission to FDA 


Data re: Impurity profile & specifications relating to commercial drug product; data 
re: Hydrochloride Salt of CP-78459 


5/12/97 


Correspondence from FDA 


Request to reanalyze the efficacy data for 128-1 14 omitting data from Borison & 
Diamond; re-evaluate their safety data & determine if it is consistent with safety data 



USERS\D0CS\LA2 t952\LPGFFVJHlK01I.DOC / 162053 / ZELDOX FDA DUE DILIGENCE SUMMARY AS OF 2/9/0! 



BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT 
ACTIVITIES DURING THE REGULATORY REVIEW PERIOD 
FOR GEODON CAPSULES (ZIPRASIDONE HYDROCHLORIDE MONOHYDRATE) 







from othpr invf*stiffatnr« 


5/28/97 


Submission to FDA 


FCfi TrurinfJS fHpsk" rnnv^ rp* 4/1 1/0*7 cnKmiccirm 
L^v-sK.) i 1 aiding:) ^ucok **upy) ic. Ht i i/y / ijuumission 


6/02/98 


Submission to FDA 


Annual Proprpss Rpnnrt fS/Q7^ 


6/6/98 


Submission to FDA 


Response: Efficacy and Safety Tables rerun without Borison/Diamond data; (desk 
codV) 


6/18/97 


Submission to FDA 


ivwjpuu^v iu v<uvijr u. kji invcMigaiurb ii uiii weii-coniroiieu siUGies ( lnciuce. 
number of subjects^ and cnrresnondina nrotorols ( \ ft 1 /I n^/i id/ii s"nfn\ 

1 1 k*i "wvi -Jwyj vwioy UllU 1 &>>|JlFllUlllg Lll UlUHJlS ^ 1 \J I / 1 WD/ 1 1 H/ I 1 J/ jUj / 


7/18/97 


Submission to FDA 


Reanalvsis of additional efficacv tables )d\ pYplnHincr Rnricnn natu 


7/23/97 


Submission to FDA 


Additional information re:trial sites and investigators for studies 1 14/1 15/303 


7/28/97 


Submission to FDA 


V^^/ oaiiijjiiiig ptaii iur ZjCIUUa V^apbUIcS 


8/22/97 


Submission to FDA 


List of Pfizer Zeldox Team Members who may be contacted directly by FDA re: NDA 
reviewer questions 


8/25/97 


Correspondence from FDA 


Request to update SAS software before expiration on 9/15/97 


8/25/97 


t'nrrpcnnnHpnfp frAm PT^A 
v^l/U vapuiiUCUCC li U1I1 rL//\ 


Request for desk copies of Ziprasidone NDA submissions of 4/1 1 and 5/28/97 


8/29/97 


Submission to FDA 


Safety Update 


yi h/ y i 


facsimile irom ru/\ 


Request for Electronic files of the computer programs used in longitudinal analyses of 
treatment effects for primary efficacy variables if data and/or format different from 
CANDA Submission.; Submit SAS Log and output of analyses results 


0/0 /Q7 

ylyly / 


racsimne rrom ruA 


Request for clarification of discrepancies in the number of subject deaths reported in 
NDA vs. 4mo. Safety Update; example format for a table for the SE studies; request 
10 resuomu laoie ri.z.i. to aescnoe entire database including all studies in satety 


9/11/97 


Submission to FDA 


ixcoLiuiiac i c y/^r/y / . dCLirumc iiics 01 computer programs used to conduct 
longitudinal analyses of clinical trials; SAS Log & SAS Output of these analyses 


10/3/97 


Corresnondence frnm FDA 


in ecu to ucLcriiiiiie me extent to wnicn z^iprasiuone prolongs tne l interval; h(_G 
data in NDA show that Ziprasidone is associated with dose dependent increase in the 

OTO * reauest to ronHiift in vitro stiirhVc 


10/7/97 


Submission to FDA 


Preclinical Report #97-720-39 


10/10/97 


Submission to FDA 


rvcbpuiibc 10 i oung request [y/D/y i ). AQOitionai mrormation tor ff jUj - l oU 


10/14/97 


Submission to FDA 




10/16/97 


Submission to FDA 


Safety Report: Adverse Event in Study ZIP-JP-95-601 57-2; ICF Addendum 


10/17/97 


Submission to FDA 


Response (Div. Ltr. 10/3/97): Additional information re ECG Data and QTC 

t tiffin rn 1 a 

intervals. 


10/23/97 


^iiKmiccir*n tri FT^A 


Response: Pre- Approval Inspection Comments; corrected pages to Initial NDA 

J v* & tJU'Hjj, exclusive OI 


10/24/97 


Submission to FDA 


Comprehensive Table delineating the clinical trials included in NDA & 4-Month 
Safety Update; Update of NDA Table H.2.1. 


10/24/97 


OULrllllOOiUll l\J i l^/rt 


ECTl Vizita frrxm QfiiAxi Uldl 

e>\*\j uata rrom otuoy w juj 


10/31/97 


Submission to FDA 

iJUUllllddlVJU t\J I LJr\ 


Response: to Pre- Approval inspection comments; several items related to the 
manufacturing procedure & test procedure validation data for the drug product will 
need to be corrected or clarified 


1 1/7/97 


Submission to FDA 


Response: re telcon Al-Habet 10/24&28/987; re Studies #026 & 027 


11/13/97 


Submission to FDA 


Response: Dr. Morgenroth's report re Ziprasidone's effect on the ECG 


11/18/97 


Submission to FDA 


Response: Additional information pertaining to the assessment of lab data in the 
NDA; use of "TIER 1" "TIER 2" criteria; procedure for normalization of all lab 
values & Pfizer standard reference ranges used; 


12/16/97 


Submission to FDA 


re telcons 12/12 & 12/ 15/97: Intent to submit reports for Studies # 044/122/050 


12/17/97 


Submission to FDA 


Confirming that the worst post-baseline lab value was used in the assessment of 
clinically significant abnormalities 
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• 12/19/97 


Submission ta FDA 


xvcifjuu^c iu rreeu xvcqucsi. Auaiiionai inrormauon ana clarification pertaining to 

rPOrOfiUPtlVP tOYipOlOOA/ CtllHlPC atlH (\ QtH (~\T\ Tr\f\m tpmnoro hira otoKi 1 / /*nn s^a*-> I 

itjjiuuutuvc ivJAiuuiugjf oifu udui uii ruum icnipcraiure siaotiiiy, concentration 
& homoceneitv of the zirjrasidone suspensions used in thpsp sniHipQ 


12/19/97 


Submission to FDA 


Additional information re subiects who hecame nreonant u/hilp on ctuHv Hmo 


1/23/98 


Submission to FDA 


Pediatric drug interaction amendment: Study Rpts #044/122/050; draft package insert 


1/26/98 


Submission to FDA 


Draft Briefine Package on FCCi FinHinas 


1/30/98 


Submission to FDA 


Response (Al-Habet 1/7/98): Individual dissolution data points for the respective 
cansule lots referenced in the NDA 


1/30/98 


Facsimile from FDA 


Transmittal of consultation memos from HFD-1 10 on QT and QTC Interval Data 


1/30/98 


Suhmissinn tn FDA 


rrctiuiitai replacement pages. ffyz-/zu-zu/"Z-/zu-zUL- & "4-/ZU-jU 


1/30/98 


Submission to FDA 


Study Reports #301 & 045 


1 D /QR 

£.1 Z./ 70 


Fsrcimilp fi*/\TV\ L'l i A 
raCdimilc LTUril rUn 


Forwarding slides and classification scheme for sudden deaths 


9/0/QS 


ouuirusMun 10 r L//\ 


Response: Clarification on procedures related to the capture and reporting of clinical 
trial data 


9/1 1/QR 


vi | t c c i r\n tf\ t»r^A 

ouuiiiiboiun iu ru/\ 


Response (Al-Habet 2/1 1/98): Information regarding timing of ECGs relative to time 
of dosing in PH 1/ III studies 


— / 1 Jf 70 


ouuiiiibMun iu run 


Prolactin data for Ziprasidone and comparative agents from PH II/III Clinical Trial 

LyavaUaoC 


2/13/98 


Suhmissinn tn FDA 


rvcapuiibc jre i/z^/yo ivug^. n^vj oc Mortality aaia, results trom related in vitro 

eynerimentc 


2/18/98 


Submission to FDA 


Updated patient narratives 


2/18/98 

£*i 1 Of 70 


^nHmiQcinn tn FDA 


re i oung s iz/y / inspection 01 roiana site, aaaiuonai miormation arter site 

insnertion 


2/27/98 


Submission to FDA 


ivvo^puiiac ^rti*nducu Dajcwa i/£>/ oc z,/ j/yo). Uaux penaimng to drug product lOl 
numbering and dissolution testing 


3/20/98 


Submission to FDA 


Pre-Meeting Briefing Package 


3/26/98 


Submission to FDA 


ivc5{juiibc. i^Apubujc udta irom trials conuuctcu in japan 


3/26/98 


Submission to FDA 


z^ciuua aoiuunc^ vapsuicb upuatcu patent ajiu cxciusiviiy lnioimaiion 


4/9/98 


Submission to FDA 


ivcbpunac vvjiaod *+fjfyo). iniuiinaiion regaramg tne inclusion or aaverse events in tne 

7eIdoY (^/insiiles NDA itTPsnpptiv** of thp invpstiontor'Q inHompnt nf rancalifv/ 


4/24/98 


Submission to FDA 


Division request for electronic version 


4/28/98 


Submission to FDA 


^afptv T pttpr 


5/1/98 


Submission to FDA 


upUalCU CUUlaillcr allU vailUU pdWK.agUlg 


5/15/98 


Submission to FDA 


Protorol R-OSRS* Protnrol 10RF 1 19Q MODQ Pfntnrol P (\^A1 P n^/lft 
riuiucui iv'Ujoj, rruiuvui tuoc, i iod, \z.y ivtv^L/Oj i roiocui iv-ujh/, in.'I/jHo, 

R-0553 R-0554 R-0555 R-0570 MODS CMC* 


5/15/98 


Submission to FDA 


Response: Resubmission of IND Safety Report 


5/20/98 


Submission to FDA 

vJULflllld OlvJLi WJ 1 LJ t\ 


RpcnfMicp* Prpf*linipal Data Pplati\/A tr\ FfT^ Pfflor*tc 


5/27/98 


Submission to FDA (INlTi 


Monthlv Pnt • Mpw Tnvpstiaator Prot R.O^Szl* inR-A09*M^R \AC\T\ 
iviuimuy ivpi.. iNcw iiivcaiigaiur , riot, iv-vjjh, iuo-D7Z,i iod-jij ivhju 


5/28/98 


Submission to FDA flND 


Qafpfv Rpnort* Pollou/*iin Tnfrt rpoarHino FiT* rpaHincrc Tananpcp cnKtArt fQafAt-v/ ro-f- 

oaivijr ivc|juii. runuvvup uuu rcgaruuig l/V^vj icouiitga — Japanese suujcci ^oaiety rei. 
#9805913) 


6/12/98 


Submission to FDA (IND) 


New Investigators for Prot R-0548/R-0585; 97-R-0230 MOD 


6/17/98 


Correspondence from FDA 


Fax: Zeldox Action Letter (Non-Approvable Letter) 


6/19/98 


Submission to FDA 


Request for meeting; notification of plans to amend application 


6/22/98 


Submission to FDA (IND) 


Monthly Rpt: Prot. R-0553, 97-R-0090 MOD; Prot. R-0554; 97-R-0272 MOD; 108- 
686; 108e-720 MOD 


6/26/98 


Submission to FDA (IND) 


Prot R-0553/R-0554/R-0555 MODs 


7/13/98 


Submission to FDA (IND) 


New Investigators for Prot. R-0548, 0570, 0585 


8/3/98 


Submission to FDA 


Final Safety Update 


8/7/98 


Submission to FDA (IND) 


Prot. 055-802; Mfg. 
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■8/17/98 


Submission to FDA 


niiai oaiciy upuaic oc cicciruniL, version 


8// 17/98 


Submission to FDA 


Response: Pre-Meeting Briefing Package 


8/19/98 


Submission tn FDA (TNim 


iNew lnvesiigaiors ror trot. k-Uj4o, k-io /u, k-Ujoj 


8/28/98 


r^OfTf^nnnHpnrp frnm PDA 


rax. lvieeiing rninuies rrom o/zi/yo ana lniormation request tor individual line 
listings for fetuses for the teratology studies in rat and rabbit for CP-2 1 7,86 1 -02 


9/2/98 


Submission to FDA (IND) 


Monthly Rpt: 1 16B-606, 042-749 Mod. to 1572: 97-R-0263, 97-R-0225, 97-R- 
uzzo, y/-iv-uzzy, yz-tv-uz^o, y/-K-Ujuz 


9/23/98 


Submission to FDA 


Response: Draft Protocol 128-054; Minutes of 8/21/98 meeting regarding the design 
or an auaiuonai study 


1 0/2/98 


SnhmiQsirm tn PDA fTNJTYl 


Moniniy Kpi.. iuoc MOdirications, rrot. lloB Mod.; 1 16B-529/55 1/587/701 Mod.; 
117-706 Mod. 


10/23/98 

I V/ j£- J/ 70 


^iihmiccinn tn PDA 


rrot. uo4, Mrg. comparator Agents; Mtg. Placebo Cover Letter Only 


10/27/98 

l \Jl £. 1 1 70 


^nhmiccinn tn PDA fFMD^ 
3UUII113MUI1 IU rUn ^IINU^ 


Montniy Kpt.. New investigators tor frot. K-U545, R-0570, 0585; R-05d3/97-R- 

i/uuvo/uzo^ivioa, iv-ujj'f/y /-k-uz /j/kjz /o/uzo l Mod, K-Ujjj/v/-K- 
0293/0298/0^01 Mod* 108/108F-S67 MnH 


11/11/98 


Submission to FDA (IND) 


Month Iv Rnt 0*S4-7Q4 ll^R-^09 Npu/ Tnupcticratnrc fnr Prrkt I? H^zlQ D H<7H D 

0585 


12/3/98 


Submission to FDA (IND) 


New Investieators for Prot R-0548* R-0570- R-0585 


12/16/98 


Submission to FDA (IND) 


Monthlv Rot New Investieators for 0^4-789* New Tnve<;tiaatnr<: fnr R-0S48' R-0S7n 
R-0585 


1/6/99 


Submission to FDA (IND) 


New Investieators for Prot R-0548 R-0570 R-0585 


1/21/99 


Submission to FDA (IND) 


New Prot 056-5001 


1/27/99 


Submission to FDA (IND) 


Mfe 


1/29/99 


Submission to FDA (IND) 


New Investieators for Prot R-0548 R-0S70 R-OSRS 


2/5/99 


Submission to FDA 


Monthlv* 054-602* Mfe 


2/5/99 


Submission to FDA 


Final Reoort 1 17 


2/8/99 


Submission to FDA (IND) 


Monthlv Rot * New Investieators for Prot R-0S48/R-0S70/R-OSRS 


2/19/99 


Submission to FDA (IND) 


Monthly Rpt: Prot. R-0548 Mod; Prot. R-0570 Mod; Prot. R-0585 Mod; Prot. R- 
0553 Mods; Prot. R-0554 Mods; Prot. R-0555 Mods 


3/1/99 


Submission to FDA 


Prnnnciil fnr final QafAtv/ T InAztte* MO 
nupujal lUi llilal oalCiy upUalC rrZ 


3/2/99 


Submission to FDA 


Safety Report: 50 yr. old Australian Male; intentional overdose; RefJ9907409 


3/8/99 


Suhmissinn tn FDA ffND^ 


\/fnntnl\/ Pnt • f\^A ^90/<0n/C* 1 1 £Q AOTt 


3/16/99 


Submission to FDA 


Follow-up Safety Report 


T/1 8/QO 

Jf i 0/77 


oUDmission lO rUA 


Monthly Kpt.: 1 loB-594; New Investigators tor Prot. R-0548, R-0570, R-058^ 


J/JU/77 


^nKmiccinn tn PDA /TMD\ 


Montniy Kpt.. Uj4-/i$z/ /V4/jUUo Mod; lOob-ooo Mod; 1 IoB-o37 Mod 


3/30/00 


Submission to FDA (IND) 


Monthly Rpt: R-0548-97-R-3544, R-0570-98R-4044, R-0585-98-R-3044 New 
Investigators; Clinician CV (O'Sullivan) 




^nhmtccinn tn PDA f TXIT^ 
oUDIIllbblOn IO run ^ I IN L/ ^ 


Montniy Kpt.. Z4 Mods tor rrot. k-Uj4o, 15 Mods tor Prot. K-U57U; 15 Mods tor R- 
0570, 23 Mods for R-0585; 5 Mods for 0553; 4 Mods for R-0554, 4 Mods for R-0555 


4/7/99 


Submission to FDA (IND) 


New Investieators for R-0S4X R-0S70 R-flSRS Q7-R-^S^R/QR-R-4mR/08-R_ 

3038/97-R-3502/98-R-4002/98/R-3002 Mod 


4/14/99 


Submission to FDA 


Prot. 054 Modifications 


4/22/99 


Submission to FDA (IND) 


R-0554 Prot. Mod.; New Investigators for Prot. R-0570, R-0585; 97-R-351 1/97-R- 
0230/97-R-3544/98-R=4044/98-R-3044/97-R-353 1/98-R-403 1/98-R-303 1/97-R-0280 
Mod 


5/5/99 


Submission to FDA (IND) 


Monthly Rpt.: 054-782/602/735, 1 16B-735/663/682/579/577/633 Mod 


5/19/99 


Submission to FDA (IND) 


Monthly Rpt.: 1 16B-522/7 16/501 1; New Investigators for Prot. R-0548; R-0570; R- 
0585 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT 
ACTIVITIES DURING THE REGULATORY REVIEW PERIOD 
FOR GEODON CAPSULES (ZIPRASIDONE HYDROCHLORIDE MONOHYDRATE) 



'5/20/99 


Submission to FDA (IND) 


Monthlv Rnt* New Invf»Qtioatnr fnr Pfnt R-fK^lft* R-fi^7fi« D fKQS 


5/24/99 


Correspondence from FDA 


Reouest for cnmnlptf* Hecrrintion nf nati*»nt nv#»rHr»c*> inr-iHont i«r>l T^r^r^. r\T 
iw^utai cuiiijjicic ucaviipLiuii ui paiiciu uvcruosc inciueni inci. tl^O, \J 1 

measurements, vitals and treatment 


5/26/99 


Correspondence from FDA 


Request for a reDort to IND 34 629 cross-referencing 49 04 S anH S4 907- 
summarizing pertinent safety data 


6/1/99 


Submission to FDA 


Response: Proposed pediatric study request 


6/8/99 


Submission to FDA 


APR (May 99) 


6/8/99 


Submission to FDA (IND) 


Monthly Rpt: New Investigators for R-0548; R-0570; R-0585; 1 16-692; 97-R- 
3563/98-R-4063/98-R-3063 Mod; Mfg. 


6/9/99 


Submission to FDA 


Preclinical 


6/9/00 


Submission to FDA (IND) 


Monthly Rpt.: 97-R-0093 Mods 


6/23/99 


Submission to FDA (IND) 


Prot. 116B Mod 


6/24/99 


Submi^ion tr* FDA 


ivesponse. Request ror meeting regaraing i c aata and NDA resubmission 


6/28/99 


CorresnonHenep from FDA 


I fit-far' R f»cr*rniHJnr* frv rtut* A/1 /OO Da^iifrto C , J. , n n _.. 

ucucr. rvesponaing to our o/i/yy reaiamc ouioy Kequest 


6/30/99 


Submission tn FDA fT>JTO 


moniniy ixpx.. 1 loiwiy, iNew investigators tor K-U5o5; 9o-R-.>G55/97-Ro5IO/98-R- 
4010/98-R-3010/98-R-35 1 1/98-R-301 1/97-R-0090/97-R-0272/97-R-0292/97-R- 
3544/98-R-4044/98-R-3044 Mods 


7/1/99 


Submission to FDA 


vjciiciai v^urr cbpunucncc. ur. rNaKra s sue 


7/26/99 


Submission to FDA (IND) 


1 16B-578, 97-R-3503, 98-R-3003/4003, 97-R-0230/35 10/3521, 98-R-302 1/4021, 97- 
R-0266, 97-R-3525, 97-R-0095/0277/0297, 97-R-3538, 98-R-4038/3038, 97-R-3530, 

70-l\rH\Jj\Jf jujU, 7/-Iv-jjjU, 7 5-IV-*tUjU/jUjU IvlOQS 


7/30/99 


Submission to FDA (IND) 


Monthly Rpt.: 108-595 Mods, 108-576 Mod 


8/25/99 


SnKmiccirm tn PHA 
OUUIIlldolUIl IU rL/n 


rinai oareiy update ftz 


9/9/99 

71 i/77 




Montniy Kpt. lUob-7 19/720 Mods, 1 16B-556 Mod, 97-R-3505, 98-R-4005/3005, 

Q7.R-^^ftft Qft.R.^nnS Q7 P 7^17 08 P_/1PM7 Gfi D /IOO< GO D at d tcai 

7/-1V-JJU0, yo-rv-juuo, 7/-tv-jji /, y<s-K-4Ul /, Vo-K-4Uzj, vs-K-JUzj, y/-K-jjl)z, 
Q8-R-4002Afl09 07-R -09^8/078 1 /film Q7-P-l^^l lU^Hc 


9/10/99 


Submission to FDA (IND) 


Monthly Rpt.: New Investigators for Prot. R-0548/R-0570/R-0585/R-0555; 
97-R-0210 Q7-R-1S47 Q8-R.lftdl tn-R-^sifi Oft.R -dn l /^/7 n i a os p /in7zmn74 

97-R-3534 98-R-4034/3034 


9/13/99 


Correspondence from FDA 


Letter* ReSOOnSe tO Dr Harridan's 8/24/QQ letter tn Or T anahrpn rpcrarHino nl^nc fnr 

additional analyses to correct the QT data obtained in Study 054 


9/13/99 


Submission to FDA (IND) 


Prot. A1281018;Clinician CV-Harty 


9/15/99 


Submission to FDA 


Resoonse* ProDosal for routine month lv safetv rpnnrtina 


9/20/99 


Submission to FDA 


Additional information reeardinff TND Safetv Rennrt 1/9 /OQ anH l/lfi/00 


9/23/99 


Submission to FDA (IND) 


Monthlv RDt * A1281018-602/782/794 , 97-R-027'?/ Q 7-R-OOQl/07-R-07Q^/ 
97-R-3549/98-R-4049/3049/97-R-3524 Mods 


10/11/99 


Submission to FDA (IND) 


Monthlv Rot ■ A1281018-5006-97-R-3509/98-R-3009/97-R-0091 Mode 


10/20/99 


Submission to FDA (IND) 


Monthlv Rot 108E-557/574/588/716 Mods ! 16B-529/604 Mods 


10/22/99 


Submission to FDA (IND) 


IB (October 1999) 


10/27/99 


Submission to FDA (IND) 


Monthlv RDt.: New Investigators for R-0555*97-R-3531/97-R-3524/°7-R-'i < n7/ 
97-R-3538/97-R-3501/98-R-4012Mods 


1 1/5/99 


Submission to FDA 


Response: Monthly Safety Report 


1 1/29/99 


Submission to FDA 


Response: Monthly Safety Report 


1 1/30/99 


Submission to FDA (IND) 


Monthly Rpt.:A1281018-0529;New Investigator for R-0585;97-R-0425 Mod; 
98-R-3042 Mod 


12/6/99 


Submission to FDA 


Request for meeting on QTc data and NDA resubmission 


12/23/99 


Submission to FDA 


Response: Jan. Monthly Safety Report 


12/23/99 


Submission to FDA (IND) 


Mfg. 


12/24/99 


Submission to FDA 


Response: Proposal for IB and ICF revisions and collection of additional ECG data 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT 
ACTIVITIES DURING THE REGULATORY REVIEW PERJOD 
FOR GEODON CAPSULES (ZIPRASIDONE HYDROCHLORIDE MONOHYDRATE) 



v 12/24/99 


Submission to FDA (IND) 


Study Rpt 128-054 (V:02-Dec-99) 


1/1 1/00 


Submission to FDA (IND) 


New Investigator; for R-0S4R- 198-1 IfiR-ARI 

i^iww in v ton genu 1 3 l\Jl I\ vJtOj l^O l lUD'UOl 


1/13/00 


Correspondence from FDA 


Fax* Chanaps to the worHino of 19/6/00 Fhy 


1/13/00 


Submission to FDA (IND) 


Prot R-0548 Mods 


1/21/00 


Submission to FDA 


ResDonse* Monthlv Safetv Renort 


1/21/00 


Submission to FDA 


General Correspondence: Proposed Investigator Letter 


1/28/00 


Submission to FDA 


General Correspondence: Proposed Investigator Letter 


2/8/00 


Submission to FDA 


General Correspondence: Dr. Michorzewski Site 0269 


?/??/nn 


oUumission io rUA ^iinjjj 


Monthly Rpt.:New Investigators for R-0548;97-R-3566/97-R-352l/97-R-3547/ 
98-R-4047/98-R-3047/97-R-3530/98-R-4030/98-R-3030 Mods 


J/O/UU 


oUumission io run 


Response: Monthly Safety Report 


J/ 1 U/Uv 


ouomission io ruA 


NDA Resubmission 


i/i s/nn 

Ji l J/UU 


oUumission io ruA 


lr> (Marcn UU) 


i/?i /nn 


ouDmission to rUA (iiNUj 


Monthly Rpt.:New Investigators for R-0585;97-R-3505/3545/3563/98-R3045/ 4045/ 
y /-K-J3U5/JDJD/y8-K-JU4j/y/-K-35 1 1/98-R-401 1/97-R35 12/35 14/35 16/3^44/3520/ 
VH£jf\j\jyH/\Jzyo/ j jZj/7o-IW*wz j/jUzj/jUjo/4U4o/JU4o/V /Ko j4o/ 3549/ U0o9/ 

0275/3529/3540/98-R-4040/3040 


3/28/00 


Correspondence from FDA 


Fax: Letter regarding questions on submission date of Safety Update 1 and requesting 
amenameni suun\ission on various items in Marcn 1 u suomission 


3/29/00 

■Jt Z. Jl \J\J 


ouuiiiidoiuu \\j run 


rvcsponse. moniniy oaieiy Kepon 


4/4/00 


Snhmission to FDA fTNim 


ivioniniy ivpi..iNew investigaiors ror k-Uj /u,V5-k-4Uz i/yo-K-4Uz / Moas 


4/6/00 


Submission to FDA 


Response: NDA Amendment for Dr. Glass 


d/i 7/nn 

H/ i I l\j\J 


oUumission to ru/\ 


Response: Additional information for Dr. Glass; mortality table, draft line listings 


4/18/00 


Submission to FDA (IND) 


Prot.l08E Mod 


A J 1 Q/AA 

4/ iy/uu 


Correspondence trom r DA 


Fax: Memo requesting patient demographics (age/gender), drug concentrations and 
QT measurements for ziprasidone, thioridazine, quetiapine, risperidone, and 
metabolite, haloperidol and olanzapine 


d/i o/nn 

t/ 1 7/UU 


ouDniission io ruA ^ifNjjj 


rrot 1 loo Mod, rrot. K-0555 Mod 


4/20/00 


Submission to FDA 


General correspondence: request for teleconference - AC planning 


An(\ic\c\ 


^uomission to rDA (IND) 


Monthly Rpt.: New Investigators for R-0548/R-0570/R-0585;98-R-4001/ 
97-K-3501/95-R-3021/98-R-3027/97-R-3521/97-R-3527/97-R-3571 Mods 


4/26/00 


Correspondence from FDA 


Fax: Reminder that the due date for background material for the July PDAC meeting 
is coming up 




corresponaence nom rUA 


Letter: announcing a forthcoming mtg. of a Public Advisory Committee of the FDA 


^/i /nn 


corresponaence irom ruA 


Letter: Requesting more extensive safety information for evaluating all atypical 
ani lp sy c nones 


S/2/00 


1 vDUUUUCllCC Li utll ri/n 


Letter: regarding May 10 due date for background material exempt from public 
disclosure; contact Exec. Secy. Karen Somers in Sandy Titus' absence. 


5/4/00 


Submission to FDA 


Monthly Safety Report (May 2000) 


s/s/nn 


v^uiTCapunucnce irom ruA 


Letter: Requesting further information for Dr. Glass; narratives, case report forms, or 
natient summaries for various discontinuations Hprivprf from the snnnsor 1 *; li^tQ 


5/8/00 


Submission to FDA 


Response: ECG data from Study 128-054 for Dr. Gabriel Robbie 


5/16/00 


Submission to FDA (IND) 


Monthly Rpt.:New Investigator for R-0548, R-0570,R-0585 


5/19/00 


Submission to FDA 


Response: Narratives, subject summary profiles, data tables 


5/22/00 


Submission to FDA 


Response: to Dr. Glass' 3/28/00 request; syncopal event narratives 


5/24/00 


Submission to FDA (IND) 


Monthly Rpt.:New Investigators for R-0548/R-0570;97-R-0268/0281/ 0301/ 
3523/ Mods; 98-R-4023/3023;97-R-3562 Mods; 98-R-4062/3062 Mods; 
97-R-0265/0089 Mods; 108e-523/576/579/592/594/620/681 Mods 


5/31/00 


Submission to FDA (IND) 


Prot. A 128 1043 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT 
ACTIVITIES DURING THE REGULATORY REVIEW PERIOD 
FOR GEODON CAPSULES (ZIPRASIDONE HYDROCHLORIDE MONOHYDRATE) 



6/1/00 


Submission to FDA 


Zeldox Advisory Committee Draft Briefing Document 


6/2/00 


Submission to FDA 


Response: Monthly Safety ReDbrt 


6/2/00 


Submission to FDA 


Final Safety Update 3 


6/7/00 


Submission to FDA 


Final Reports: 108, 30 IE, 302E, 304, 304E 


6/15/00 


Submission to FDA 


Zeldox Advisory Committee Briefing Document 


6/15/00 


Submission to FDA (IND) 


Monthly Rpt.:Prot R-0548/R-0570/R-0585 Mods; 
New Investigators for R-0548/R-0570 


6/19/00 


Submission to FDA 


Resoonse: Svnooses of final studv renorte 108/1 F/^n9/^n9F/7fizi/^nziF 


6/19/00 


Submission to FDA 


Resoonse* Monthlv Safetv Renort throncm n7S/f)0 


6/22/00 


Submission to FDA 


APR (2/5/00) 


6/23/00 


Submission to FDA 


Zeldox Advisorv Committee Rriefina Dnnim^nt fnvpr Panp Rpniarpmpnt 


6/28/00 


Correspondence from FDA 


Letter* with materials that CDFR nroviHeH tn mptnhprc nf thp pnAf in nrpnaratinn 

for a July 1 9 meeting 

V g 


6/29/00 


Submission to FDA (IND) 


Monthly Rpt: A1281043-5029 New Investigators for 1 16B-501 1/577/579/ 581/587/ 
592/604/634/664 Mods 


6/29/00 


Submission to FDA (IND) 


Prot A 128 1037 


7/12/00 


Submission to FDA 


Resoonse* Hvrierfflvcemia 


7/13/00 


Submission to FDA 


Resoonse* Monthlv Safetv Renort 


7/13/00 


Submission to FDA 


Zeldox AC Draft Snon^or Presentation ^IiHpc 


7/14/00 


Submission to FDA 


Resoonse* Mr Hardeman's Julv 12 renuest for PRP 1 09 -OAS 7-04 S£ 


7/14/00 


Submission to FDA (IND) 


A 128 1037-5030* Mfe 


7/14/00 


Submission to FDA (IND) 


New Investigators for R-0548 and R-0S70* Q7-R-lS0^/0R-R-dnfiS/0R-R-inn^/ 

97-R-3545/98-R-4045/97-R-3514/98-R-4014/97-R-3547/98-R-4047/98-R-3047/ 

97-R-3569/98-R-4069/97-R-3501/98-R-4001/97-R-3538/98-R-4038/98-R-3038 


7/18/00 


Submission to FDA (IND) 


Prot. A 128 1042; Clinician CV-Hsu 


7/18/00 


Correspondence from FDA 


Draft Agenda for 7/19/00 PDAC 


7/18/00 


Correspondence from FDA 


Final Agenda for AHvisorv Committee Mpprtna 


8/9/00 


Submission to FDA (IND) 


Monthlv Rnt * 198-1 IfiR-SOQ* New Tnve^tiaator for R-0S70 smH R fKR^ 


8/16/00 


Submission to FDA 


Advisorv Committee ^liHe Presentation 


9/1/00 


Submission to FDA 


Resoonse* to T*)r Freed nnerv rpoar(\ in o \AQ mptahnlitp 


9/1/00 


Submission to FDA 


Resoonse* Monthlv Safetv R#»nnrt 


9/8/00 


Correspondence from FDA 


Ziprasidone Action Letter/Labeling (Approvable) 


9/1 1/00 


Submission to FDA fTWD^ 


Monthlv Rnt * 1 98-1 1 ARJ7 1 ^* 1 9ft 1 ORaP^ 1 f\l^ 1 ft/^G/1 1 Q \4^rlc 
128-1 16B-556/590/ri64Mods- Q7-R-02Q7/^S08n^0QAS 1 /ISdV 
3572 Mods* 98-R-3009/3030 Mods 


10/2/00 


Submission to FDA (IND) 


Monthly Rpt.:97-R-3537/3539 Mod; 98-R-4009/4030/403 1/4037/4043/4072 Mod 


10/3/00 


Submission to FDA 


Resoonse* Monthlv *safetv Renort 


10/20/00 


Submission to FDA 


' Resnonse' to Annrovahle T etter 


10/20/00 


Submission to FDA 


ResDonse* repardinff Tradename 


10/24/00 


Submission to FDA 


Resoonse to FDA reauest for information reeardinff corrections to NDA *\tahilitv 
Data Tables 


10/31/00 


Submission to FDA 


Response: Monthly Safety Report 


11/21/00 


Submission to FDA 


Response: Monthly Safety Report 


1 1/22/00 


Submission to FDA (IND) 


Monthly Rpt.:128-108E-509/584/601 Mods; 1 16B-501 1/522/523/551/ 578/581/592/ 
598/606/638/647/665/668/701/719/73 1/735 Mods 


11/28/00 


Submission to FDA 


Updated Patent and Exclusivity Information 


12/1/00 


Submission to FDA 


Response to request for Clarification of 10/20/00 submission 


12/04/00 


Correspondence from FDA 


Fax:Draft Labeling Proposal 


12/12/00 


Submission to FDA 


Nda Amendment - Proposed Product Labeling 
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BRIEF DESCRIPTION OF REPRESENTATIVE SIGNIFICANT 
ACTIVITIES DURING THE REGULATORY REVIEW PERIOD 
FOR GEODON CAPSULES (ZIPRASIDONE HYDROCHLORIDE MONOHYDRATE) 

i 



* 12/22/00 


Submission tn FDA 


In ff\vm QtiAn A ry\ ar\ /Arrant • Cn-Fi*+-* t (lalntA/l A tTX/f 44 A m f\*i A 

lniormaiion /vmenameni. oarety related AtMfi AUJUJ4 


01/02/01 


Submission to FDA 


Resp.: Monthly Safety Report 


01/1 1/01 


Siihmiccirtn tn PT^A 
OUUUllaMUIl IKJ i LJr\ 


tvesponse. i o rrUKA s rebuttal ot 1 1-24-00 
ive. /\cccpiauiiiiy oi Aeiuox irauename 


01/22/01 


Submission to FDA 


Month lv • Prnt A 1 0R 1 ft? A 


01/22/01 


Submission to FDA 


mummy rvpi. rroi. iv-uj/u MUU,V /-K-jjoo/yo-K^Uoo/30oo/97-R-35 10/98-R- 

4010/1010/9! i l-R-'?ftSfi/^n4^/07-R.l^n /QS I? AC\\ 1 / 7ft 1 1 /OO D ir\"M/n'7 d -c-7n/no 
*+u iv/ju IU/70-IV-JU.J0/ /•s\rJD 1 l/7o-lv- £ fU 1 1/ j\) 1 l/yo-K-jUz4/7 /-K-.O70/98- 

R-4070/97-R-3516/98-R-4016/3016/97-R-3544/98-R-4044/97-R-3521/98-R- 
4021/302; 1 additional mod.; see submission 


01/25/01 


Submission to FDA 


Response: Labeling statement concerning the dose response relationship of adverse 
events 


01/26/01 


Submission to FDA 


Response: Dr. Laughren's request for inclusion of placebo in the statistical model 


02/01/01 


Submission to FDA 


^Response: Monthly Safety Update 


02/05/01 


Correspondence from FDA 


Acknowledgment of FDA submissions - Approval letter and Labeling 















ABBREVIATIONS 



PT 


Patient 


WCBP 


Women of child bearing potential 


ICF 


Informed consent form 


AR 


Annual report 


CRO 


Clinical Research Organization 


CDER 


Center for Drugs Evaluation and Research 


ECG 


Electrocardiogram 


SAS 


Statistical analysis software 


MOD . 


Modification to Protocol 


CMC 


Chemistry, Manufacturing & Control 


IB 


Investigational brochure 


APR 


Annual Progress Report 


PDAC 


Psychopharmacologic Drug Advisory Committee 


OPDRA 


Office of Post-marketing Drug Risk Assessment 
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